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RESPONDENT SCHERING-PLOUGH CORPORATION'S
STATEMENT OF THE CASE INVOLVING SCHERING AND UPSHER-SMITH

Pursuant to the Court’s Scheduling Order, respondent Schering-Plough
Corperation (“Schering™)} submits this statement of ihe case with respect to the settlement
and license agreement between Schering and Upsher-Smith Laborstorics (“Upsher” or
“Upsher-Smith™).

A, Introduction

Schering manufactures.and sells the brand name drug K-Dur®, a sustained-release
potassinm chloride tablet. K-Dur® is made in conformity with Schering's Patent No,
4,863,743 (the *°743 patent™), which claims a novel formulation for a sustained-release
potassium chloride tablet. Schering's patent does not expire until Scptember 2006,

In late 1995, Upsher-Smith notified Scheding that it had filed ap Abbreviated New

Drug Application (“ANDA) seeking approval to market its sustained-release polassium



chloride product as bioequivalent lo Schering’s K-Dur®. Schermg brought a patent
indringement soit against Upsher, allegmg infringement of Schering'’s 743 patent.

After discovery had targely concluded and as the trial date was approaching, the
parties engaged in settlerﬁent discussions. The parties discussed a settlement under which
Schering would grant Upsher a heense to market its product for part of the life of
Schenmy’s patent. Schenng had flatly rejected the 1dea that it should pay money to
Upsher as part of a setilement. One week before trial ne settiement bad been reached,
Upsher then offered to sell Schering the rights to market, ovtside the United States,
Niacor-SR, a product which Upsher had in devclopment. Niacor-SR was a sustained-
release niacin product for treatment of elevated cholesterol. This offer was of significant
mterest to S_chermg, which had recently tried, unsuecessfully, te acquire rights to-a very
simmlar sustzined-release miacin preduoct from ancther cornpany.

Two Schering officials, who were not made aware of the patent lawsuit, evaluated
the proposed Niacor SR Heense and concluded that it was worth more to Schering than
the price Upsher was asking,

Schering and Upsher then successfilly settled the patent infringement lawsuit, the
day before trial, by compromising on the remaining life of Schering’s patent, Thus,
although Schering’s patent does not expiré until September 2006, the settlement
agreement (the *“Upsher Settlement™} grants Upsher a royalty free license under
Schering’s patent to bring its generic K-Dur® product to market in September 2001, five
years before expiration of the *743 patent. Upsher's im:-duct is now on the market. In
conjunction with the settlement, Schering and Upsher entered inte a icensing transaction
in which Upshecr gave SEhcring licenses to rarkct outside the United States four
products, including Niacor-SR, the sustained-release niacin prodact. In cxchﬁnga for the
licenses, Schering made an up-front royalty payment of 528 mil-ijﬂn, followed by

additional payments of $20 miflion and $12 million.



Complaini Counsel challenge this settlement principally on the ground that, in
their judgment, the rights to Niacor-SR were not worth what Schering paid. Complaint
Ceunsel allege that the payments Schering made for the rights fo Niacor-SR were really
disguised payments te indzce Upsher to agree to keep its genenic version of K-Dur off the
market for a few years.

There ts, of course, no direct evidence to support this. Complaint Counsel reties
principalty on an expert report in which the expert, usmg hindsight, downgrades the value
of Niacor-5R, criticizes Schering’s due diligence in evaluating the Niacor-SR license; and
amrives at an “expert” opinion regarding Schering’s fntent,

| As Schering is prepared te show, however, the price it paid for tht Niacor-SR
license was objectively reasonable; it was in no way a subterfuge; and it permitted the
parties to settle the patent liigation on terms that were very favorable to constmers and to
competition.
1. Settlements Are Beneficial

The law strongly favors the settlement of dispates. See, e.g., D.H Overmyer Co.
1. Loffin, 440 F.2d 1213, 1215 (5th Cir. 1971) {"Settlement agreements are highly favared
ity the law and will be upheld whenever possible. . . "}, fr re Sumitomo Copper Litiz. .,
869 F.2d 1469, 1473 0.5 (Fed. Cir. 1989} ("The arm's-length compromise of a disputed
<laim has long been favered by the courts."); Hartley v. Mentor Corp., 869 F.2d 1469,
1473 n.5 (Fed. Cir. 1989) ("[The] position that the courts should favor and enforce
settlement agreements is ong this panel heartily cndorses.™). Sctilements allow the parties
to save huge litigation costs. They permit parties to avoid the distraction of corporate
officials that inevitably accompanies litigation. They permit businesses o plan, with
some certainty, about businesses’ future. And they permit the partics to avoid the risks
and uncertainty associated with a trial. All of these cost savin gs will inevitably be passed
on to consnmers by American businesses. Tor these reasons, settlements are much mere

likely to benefit conswmers than the altemative of continued liigation, Moreover,



scttiements preserve scarce judicial resources, as well, Schering will offer expert
testimony from two experl witnesses, one a renowned law professor on the subjects of
negotiation and dispule reselution, and the other a practitioner with experience as a
liligator and medialor of ﬁat::nt disputes, to support these points.

Schernng’s experts will also testily that exploring business transactions outside the
matters in litigation is a normal and recommended way of settling difficult legal disputes.
Such transactions facilitate the settlement of intractabie disputes because they permit both
partics to obtamn positive benefits from the resolntion of the dispute. Ome of Schering’s
experts has written 1 hook and tcaches classes on this settlement technique. The other
expert uses it in his mediation work

z, The Niacor-SR License Was Not a Sham

Schering will prove that the Niacor-SR lcense agreément is a good cxample of
parties sesking to resobve a dispute by exploring other business opportunities cutside the
products involved in the dispute. As set forth above, Upsher offered Schering during the
settlement negotiatiens the oppormnity to license Niscor-SR | a sustained-release niacin
product. Schering had a documented and preexisting interest in sustained-relesse ﬁiacin,
and had ncgotiated with another company, Kos Pharmaceuticals (“Kos™), for the right to
co-market fis sustained-release niacin product. Schering was interested in such a product
in part beeanse it would permit Schering to develop expertise and relationships in the
cholesterol-lowering market in advance of the lavmch of Schering’s principat pipeline
produst ezetimibe, which is a cholesterol-reducing product.

Niacin is 2 wd!-ﬁﬂw, well-characterized drug, which is nnique among
cholesterol-lowering drugs in that it reduces the level of “bad™ cholesterol, triglycerides,
and other factors linked to heart disease, while simultaneousiy clevating the level of
“good” cholcsterol. It had not been successtiul in immectiate-relaase formulations
principally because if had an unpleasant side effect, in thai # caused patients o

experience uncomfortable flushing sensations. Flushing is not a health risk, butit 13



mnpleasant and as a resuit patients are reluciant to take tnumediate release miacin. The
concept behind sustained-release niacin was to reduce flushing while retaining niacin’s
efficacy. Upsher’s clinical trial results with Nizcor-SR were consistent with this
expectation.

When Upsher raised the possiiity during the course of settlement negotiations of
a Niacor-SR license, Schering sought the views of fumes Aundibert. Mr. Andibert, who
has a master’s degree in pharmacology and whe currently works in Schering’s research
division, Schenng-Flough Research Institute, was intimatcly familiar with sustained-
release lechnology. He had personally wotked on a number of products consisting of old
and effechve drugs, hampered by undesirable side effects, which became finaneial and
medical suceesses through use of sustained-release technology. Mr. Audibert had years of
experience in reviewing data trom clinical trials of sustained-release formulations of such
products. In additioﬁ, Mr. Audibert was mtimrately farmiliar wath the cholestero] reducing
market, having studhed it in connection with his responsibilities for ezetimibe. As a
member of Schering™s global marketing group, Mr. Audibert was also familiar with the
relevant markets outside the United States. He had alse boen involved in Schering’s
evaluation of Kos’ similar niacin product.

Mr. Avdibert, who was umaware of the patent litization, reviewed the information
concerning Upsher’s clinical tnials and did a written financial assessment of the proposed
Niacor-8R license. His work was reviewed by Thomas Lauda, who was the executive
vice-president in charge of Global Marketing, and who was also unaware of the patent
lawsuit, Mr. Landa concluded that the license rights to Niacor-SR were worth
considerably more than Upsher was asking.

Schenmg will affer testimony by outside experts who have reviewed the Upsher
clinical trial information that the Niacor-SR licensc, judecd as of June 1997, was worth

more than Schering paid for i#.



Mr. Aundibert’s and Mr. Lauda’s view of the prospects for a sustained-release
mizcin product was sharcd by the markeiplace. In the months before Schenng and Upsher
cotered into (he scttlement and license agrecmcat, Kos, a one-product company, had a
market capitahzation of over $400 million, based almaost cntirely on the salcs
expectations for its sustained-release niacin product. Market analysts predicted that the
Kes product would have annual sales in the United States in excess of $200 willion. In
addition, Schering’s own somewhat more conservaiive contemporaneous evalnation of
the Kos product was that the likely sales of Kos’ sustained-release niacin product had a
net present value of $420 million.

Kos® product did not sell well when it actually came to market m the fall of 1997,
after Schering’s settlement with Upsher; and Kos® stock price fell by over 80 percent.
Thus, in the fall of 1998, when Schering was faced with the question whether to proceed
with further mvestments to pursue regulatory approvil of Niacor-SR, the prospects for
sustained-release macin looked considerably dimmer than they had when Schering

entored into the license agreement. Schering therefore decided not ko pursue it.

3. The Setticment Was Reasonable and Beneficial to Consumers
in Light of Schering’s K-Dur® Fatent

Schering will prove that its settlernent with Upsher, pursuant (o which Upsher is
now on the market with a generic product, is procompetitive. The settlement permitied
generic competition to K-Dur® five years before expiration ol Schening’s patent. Experts
will testify that Upsher could not have marketed its product until after {999 even if it had
won the patent case. Experts will also testify that given the srength of Schering’s patent,
settlement was better for consumers (and competition) than taking their chances on the
outcome of litigation would have been. Thus, the scttlement, which provided for certain

entry five years before patent expiration, was procompetitive, not anticompetitive.

4. The Impact of Hatch-Wazxman’s Exclusivity Provisiony iy
Unclear and is Not Attributable to Schering



Schering will show that ai the time it entered into the settlemcnt with Upsher, it
was reasonable to conclude that the settlement would deprive Upsher of any so-called
180-day exclusraty rights it might have had, and that umder the settlement, Upsher would
not block other generics from entenng the market for the firgt 180 days. An FDA
regulation then in effect provided that a first filer was only entitled o blé-ck subseguent
filers if it “snccessfully defended” its patent casc. This reguiation was withdrawn affer
the settlement {in 1999), raising the possibility that FDA would regard Upsher as having
the ability to block other generics. But even then, Upsher still had the right to transfer
whatever rights it had to others - the settlement agreement, unlike some challenged by
the Commission previously, did not contain terms precluding Upsher from transferring
any exclusivity rights to third parties.

At the present, it 18 unclear whether Upsher blocks other generics .ﬁ‘nm the market.
Schering, had it chose to do so, would have been privileged under Noerr-Penningfon to
lobby the eourts and agencics on this issue, But Schering had nothing whatsoever to do
with these arguable changes in the law, and it cannot be held liable for them under the

anttrust laws,

B. Legal and Factaal Issues to be Decided by the Administrative Law
Jundge

i. Whether the Upsher/Schering Agrecment is Reasonable
The: overarching issue to be resolved with respect to the Upsher/Schering

agreement 1s whether that agreement imposes an unreasonable restraint on -:n:rmpétitinn.
‘That issue is to be analyzed under the rule of reason. See, e.g. Stute 04l Co. v. Khan, 522
1.5, 3, 18 (1997) {most antitrust claims involved an analysis of whether the questioned
practice imposes an unreasonabie restraint on competition). Covris wilt depart from this
standard inguiry into reasonableness when extensive expericnée with a specific type of
restraml bas shown that anticompetitive effects of the restraint almost always outweigh its

procompetitive benefits. See e g, Continental T' V., Inc. v. GTE Syivania Inc., 433 US.



36, 49-50 & 1n.16 (1977); Broadcast Music Inc. v. Columbia Broadcasting Svs., Inc. 444
.81, 19-20 (1979); Khan, 522 11.5. at 10; Walker Process Equip., Inc. v. Food Mach. |
Corp., 382 U8 172, 178 (1965).

Settlements of im;ﬂlem al properiy litigation in particular should be anafyzed
under the mle of reason. Courts have limited expericnce in evalvating such agrecments,
and, as set forth above, sattlements provide important praocompetitive benefits that must
be taken into consideration in any antitrust analysis. See, e.g., Speed Shore Corp. v
Denda, 665 F.2d 469, 473 (§ Cir. 1979} {court must batance “deeply-instilled policy of
settlementls] against claim that patent settlement unreasonably restrained trade™; Are
Corp. v. Allied Witan Co., 531 F.2d 1368, 1372 (6" Cir, 1976) (same). The
Commission’s ongoing generic drug compefition industry survey, designed to provide the
Comrmission with more information about these types of agrecments, demonstrates that it
currcntlj,f lacks sufficicnt experience m analyzing patent infringement settlement

agreements to condemn any particular one as unreasonable per ge.

2. Whether the Niacor-SR License Was a Sham
The Court will have fo defermine whether the Nidcor-SR licensing transaction,
Judged at the time it was entered into, was a sham or subterfuge designed to disguise a
payment to Upsher to refrain from marketing its potassium chloride produoet.
3. Whether the Split in the Patent Life Under the Scttlement
Reflects the Strength of Schering’s Position in the Lawsuit
In order to detcrmine whether the Upsher/Schering settlement was reasonable, the
Court will have to determine whether its terms, which guaranteed generic entry five years
before expiration of Schering’s patcnt, were mare or lesg beneficial to consumers than
what wottld have occurred had the settfement not been reached.” Put another way, the
Court must compare the eifect on consumers of the settlement agreement to the “bat for”

world of continued litigation. If the settlement (£.&., the split in the remaining patent life}



reflects the chjective strength of the parties’ positions in the underiying patent litigation,
then no consumer harm can result from a seillement that permits Upsher to market its

product at a time that reflects its chances in prevaiting in the litigation.

4, Whether, at the Time of the Upsher/Schering Setilement,
Upsher Was Entitled to Exclnsivity Under FDA Rules

The Couxt may have to resolve whether, at the time Upsher and Schering scitfed,
Upsher was entitled to block catry of other genencs under FDA rules. The Court may
have to deterrmine whether Upsher, if it was not so entitled at the time of the setilement,
became entitled to block them ut some point subsequent to the settlement. If 50, the
Court wall have to determine whether that entitlement was cavsed by Schering and
Upsher, or whether it was caused by the FDA or the courts. Finally, the Court will have
to resolve the question whether Schering, under the Noerr-Penntington doctrine, can be
hield liable under the antitrust laws for the effects of legal rules develeped by Congress,
FDA, and the Courls,

5. Whether the Upsher/Schering Settfement Prevents Upsher
from Marketing Non-infringing Products

The Complaint alleges that the Upsher/Schering scitfement prevents Upsher from
marketing not only its generic K-Dur®, but alse from mar}gcting other similar products
that did not infringe. The analysis of this issue will require an evalnation of whether the
intentron of the agreement waa to prevent only the marketing of products that presented
substantiaily the same infringement issue as Upsher’s generic K-Dur® product. It will
also require the Court to determme whether Upsher had the ability and intent to
manufacture a non-infringing product that would compete with K-Dur®.

& Whether the Matter is Moot
As part of the relief requested in this matter, the cnmpl-ainl seeks an order

requiring Schering to “immediately license for no compensation its *743 patent to



Upsher-Smith . . so0 as to allow [Upsher] to make, produce, and market commereialty
ceneric versions of Schering’s K-Dur 20 and K-Dur 10.” Complaint, Notice of
Contempiated Relief 9 5. Pursuant to the terms of the settlement, Upsher-Smith’s generic
eouivalent of K-Dur 20 eﬁtm‘cd the market at the beginning of this yaonth, Thus, the
prospective relief sought by Complaint Counsel against Schering has been implemented
by virtue of the settlement itself. This would seem te make the matier moot.

C. Stains of Complance with Discovery

Suhcring_ produced approximalely 100 boxes of materials during the vear-and-a-
half investigalion of this matter. Scherinyg is in the process of producing documents in -
response 1o Complainl Counsel’s post-complaimt requests. These include approximately
20 boxes of duuum_t:uls that will be produced by (he end of this week related to Schering’s
ezetimibe. Schedny is negotiating with Complainl Counsel regarding Complaint
Counsel’s very broad requests or documents relaled to licenses and evaluations of other
prxlucls not invelved m the Upsher or EST setilemenis.

Schering conlinnes to produce doctinents in response to Complaint Counsel’s
docnment requests, and has reached agreements with Complaint Counsel regarding dates
for compliance with certain of those requests.

Complaint Counsel has iaken & namber of Schering depositions in this liigation
and the pre-complaint investigation. Schering is continuing to work with Complaint
Counsel to schedule additional depositions requested by Complaint Counsel.

| Schering served requests for documents on Complaint Counsel on or about June
19, 200t. Complaint Comnsel has produced certain matertals gathered during its lenpthy
investigation of this case, and has produced about two boxes of documents in response to
Schering's docoment requeasts. |

In early June 2001, Schering filed a Freedom of Information Aét {(“FOIA™) request
with the Food and Drug Administration (“FDA™) for cortain docoments. While FIDA hag

10



not yet produced ary documents in response to the request, Schering continues to work
with FOIA staff at FDA to obiain such materials.

Schering has issued a number of interrogatories to Complaint Counsel. Mosl of
these are “contention” int.cn'ﬂgaturics that ask Complaint Counsel whether it is taking
certain positions and, if so, what facts on which intends to rely at the hearing in support of
them. Complaint Counsel has for the most part dectined to state what facts it intends to
rcly upon, on the ground that it is premature to do so before the close of discovery.

B. Status of Settlement Negotiations

There are no ongoing discussions belween Schering wnd Complaint Counsel
regarding the settlement of this matter. Schering remains willing to confer ﬁﬂ:t
Complaint Counscl in good faith regarding a negotiated resolution of this case.

Fespectiully sﬁhmitted,

c/L @ fitds

hn W. Nields, Jr.
'Laura 5. Shores
Charles A, Loughlin -
HOWREY SIMON ARNOLD & WHITE LLP
1298 Pennsylvania Ave N.W.
Washington, D.C. Zﬂﬂﬂ:t
(202) 783-0800

Bated: September 18, 2041 Allomeys for Respondent
Schermg-Plough Corporation
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CERTIFICATE OF SERYICE

[ hereby certify that this 18th day of September, 2001, T caused an original, one paper
copy and an electronie copy of the feregoing Respondent Schering-Plough Cerporation’s
Statement of the Case Involving Schering and Upsher-Smith to be filed with the SE—(I}I‘E'EB_T}’ of the

Comunission, and that two paper copies were served by hand upon:

Honorable D. Michael Chappell
Administrative Law Judge
Federal Trade Commission
Room 104

600 Pennsylvania Avenue, N.W.
Washingtor, I).C. 20580

and ene paper copy was hand delivered upon:

E.aren Bokat

Burcan of Competition
Federal Trade Commission
Washinglon, D.C.

001 Permsylvania Ave, N.W.
Wasiiington, D.C. 20580

Chiistopher Curran Cuthy Hollman

While & Case L1 P Amold & Porter

60H [3th St., N.W. 555 12th §t., N.W.
Washington, D.C. 20005 Washingten, D.C. 20004
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Ll L FEELOE
i - el



